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RESPONSE TO REQUEST FOR INFORMATION 

The Patent Office has made a Request for Information related to the Cebon abstract 
presented at the 2002 annual meeting of the American Society of Clinical Oncology (the 
"Cebon abstract"). In response, Applicant provides the following information, which is based 
on information received from Dr. Johnathan Cebon, an inventor of the application and 
coauthor of the abstract, slides and poster from the ASCO 2002 annual meeting. 

The Cebon abstract was part of a poster displayed at the ASCO 2002 annual meeting, 
which was held in Orlando, Florida. A copy of the poster is submitted herewith as part of the 
response to the Request for Information. There was no oral presentation of the poster, 
abstract or underlying subject matter at the ASCO 2002 annual meeting. The slides were part 
of a "virtual meeting" accessible via the ASCO website to virtual meeting registrants. 

Specific answers to the questions set forth in the Request for Information are provided 

below. 

• A statement describing the amount of ISCOM adjuvant in each of the different 
protein dosage administrations, i.e., for 10 ug, 30 ug and 100 ug of NY-ESO-1. 

The in vivo trial presented in the Cebon abstract and slides corresponds to that 
described in Example 1 of the application. Thus, the amount of protein and adjuvant used 
were: 

Dose level A = 10 ug NY-ESO-1 protein in 12 ^g ISCOM 
Dose level B = 30 ug of NY-ESO-1 protein in 36 |ig ISCOM 
Dose level C = 100 ug of NY-ESO-1 protein in 120 )ig ISCOM 
Dose level D - 100 ^ig NY-ESO-1 protein without ISCOM 

The specification as filed includes a clerical error with regard to dose level B, in that 
paragraph [0023] states that 36 jig protein was used, where it was 30 jig protein. The correct 
protein dose is indicated in Figures 1 and 2. This error is being corrected in the response 
submitted herewith. 
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• A statement describing if reducing the risk of relapse was presented/discussed 
during the slide presentation. 

As noted above, there was no oral presentation or discussion of the subject matter 
underlying the Cebon abstract and slides at the ASCO 2002 annual meeting. Moreover, 
relapse data were not available at the time. Thus, there was no presentation of relapse data at 
the ASCO 2002 annual meeting. 

• A statement describing all of the data that was presented and how that data is 
related to the data of the instant specification. 

All of the data presented at the ASCO 2002 annual meeting arc set forth in the Cebon 
abstract and slides already of record, and the poster submitted herewith (which is cumulative 
of the abstract and slides). As noted above, the in vivo trial presented in the Cebon abstract 
corresponds to that described in Example 1 of the application. Other data presented 
correspond to Example 2, Example 3 (Figure 2 but not Figure 3) and Example 4 of the 
application. The results reported in Examples 5-17 of the specification were not presented at 
the ASCO 2002 annual meeting. 

• In response to this request, Applicant is also requested to furnish: 

A statement describing additional presentations and/or abstracts presented by 
Applicant at scientific meetings wherein data pertinent to the subject matter was 
disclosed, and the contents of such disclosures, if such disclosures in fact 
occurred. 

There were two additional presentations of subject matter presented at the ASCO 
2002 annual meeting and disclosed in the application, prior to the September 30, 2004 filing 
date of the PCT application. The first was a presentation at the December 2002 Australian 
Society of Immunology. A copy of the slides from that presentation are submitted herewith. 
The second was an invited seminar given at Auckland University in July 2003. A copy of the 
slides from that seminar are submitted herewith. These presentations include some additional 
data beyond that presented at the ASCO 2002 annual meeting, relating to CD4 and CD8 T 
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cell responses, the use of DCs to generate T cells, and immunohistochemistry experiments. 
However, again, no relapse data or patient survival data were presented. 



As this response replies to each requirement for information giving the information 
required, it is believed to be a complete response to the Requirement for Information under 
37CFR 1.105. 



Respectfully submitted, 



Date rj^ApAlZ. ^ > 



- 



By / n 



FOLEY & LARDNER LLP 
Customer Number: 22428 
Telephone: (202) 295-4094 
Facsimile: (202) 672-5399 




L^^/ / / / f^j 



Courtenay C. Brinckerhoff 
Attorney for Applicant 
Registration No. 37,288 
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